A business-practice model is a guide, or toolkit, to assist managers and clinical pharmacy practitioners in the exploration, proposal, development and implementation of new clinical pharmacy services and/or the enhancement of existing services. This document was developed by the American College of Clinical Pharmacy Task Force on Ambulatory Practice to assist clinical pharmacy practitioners and administrators in the development of businesspractice models for new and existing clinical pharmacy services in ambulatory settings. This document provides detailed instructions, examples, and resources on conducting a market assessment and a needs assessment, types of clinical services, operations, legal and regulatory issues, marketing and promotion, service development and exit plan, evaluation of service outcomes, and financial considerations in the development of a clinical pharmacy service in the ambulatory environment. Available literature is summarized, and an appendix provides valuable citations and resources. As ambulatory care practices continue to evolve, there will be increased knowledge of how to initiate and expand the services. This document is intended to serve as an essential resource to assist in the growth and development of clinical pharmacy services in the ambulatory environment.
1
Clinical pharmacy services in the ambulatory environment can be broadly defined as pharmaceutical care services for patients who walk in to seek care. 2 Ambulatory environments may include, but are not limited to, pharmacists practicing in physician's offices, physician residency programs, community pharmacies, and institutional ambulatory environments. Institutional ambulatory environments can include clinics in hospitals, specialty clinics (e.g., transplant, cardiology), emergency departments, urgent care centers, outpatient treatment centers (e.g., cancer chemotherapy, dialysis), correctional institutions, managed care clinics, and government programs (e.g., Indian Health Services, federally qualified health centers, Veterans Affairs hospitals). 2, 3 In addition, pharmacists may have independent practices providing medication therapy management.
The scope of this business-practice model is for pharmacists practicing in ambulatory care environments providing clinical services. Clinical services include those where a pharmacist works directly with individual patients to evaluate their drug regimen and to identify, prevent, and resolve drug-related problems. In a community pharmacy setting, these services may be an adjunct to dispensing or consultative services, but are provided as a distinct service. Services such as immunization and screening programs are generally not considered to be comprehensive clinical services. Clinical services may include disease-oriented services or phone-based services (e.g., anticoagulation services) only when individual patient evaluations are performed. 2 In most ambulatory practices, the pharmacist works collaboratively with other health care providers. This may occur within the same physical location, as with an institutional ambulatory clinic or physician' s office practice, or at a distance, as with community pharmacy practice. Distant collaboration is often accomplished through collaborative practice agreements. Pharmacists in ambulatory clinical practice can be independent providers or work as part of an interprofessional team. 2 
Section 2: Market Assessment
The key to building a successful ambulatory pharmacy practice is matching personal interest, professional knowledge, and the specific needs of potential customers. A market assessment allows the pharmacist to determine the customers' needs in the context of the business environment. Such an evaluation is the foundation on which the business will be built. Everything from starting the business to future growth is based on an accurate market assessment. 4 Many resources are available to help conduct a market assessment. Helpful literature and web sites for starting a new business and identifying customers are included in Appendix 1, and a list of all pharmacy organizations, with a description of the association and its Web site address, is provided in Appendix 2.
Steps to Successful Market Assessment
The first step in a successful market assessment is to look at the industry and assess trends. The following three questions should be answered: What is the current state of the proposed service? What is the current standard of care? What current and future developments may affect the service?
What is the Current State of the Proposed Service?
Is the provided service new and growing, or is it on the downswing? Is it affected by managed care? Is there proposed legislation pending? Will it be affected by government regulation? Pharmacy associations that may specialize in the specific area of pharmacy practice can help in answering these questions. Attendance at national pharmacy meetings and networking with other pharmacists who may be involved in similar clinical services are also helpful. The medical and pharmacy literature is another excellent source to determine the current state of a specific practice. 5 
What Is the Current Standard of Care?
There should be a standard of care at which a practitioner is expected to provide a certain level of quality to a patient. It has also been defined as "the set of behaviors of a practitioner that is subject to evaluation by peers, regulators, and the public." 6 The first definition focuses on actual patient care whereas the second leans toward legal liability. Legal requirements for the business need to be determined. Legal 8e AMBULATORY CARE BUSINESS-PRACTICE MODEL ACCP requirements for equipment, Clinical Laboratory Improvement Amendments requirements for blood monitoring, and professional licenses, if any, will need to be obtained.
What Current and Future Developments May Affect the Service?
The answer to this query is very important to the longevity of the business. In order for the business to grow and prosper, it must provide drug therapy management for years to come. Consideration may also be given to drugs that are in the pipeline. A state law requiring a pharmacist to have a certain credential for the service would create an instant demand for pharmacists with that credential.
The location of the new service should be convenient and accessible to most patients. Consideration should be given to patients who do not have their own transportation and who may rely on public transportation. The parking lot should be big enough to accommodate increased patient load for the new service. Patients may appreciate the quality of service provided but if they cannot get in and out of the building or parking lot, the quality of service may be overshadowed by problems with accessibility. 7 It should also be determined whether the service will be local or regional. This will provide an estimate of the total number of people within the target market area. Once all this information has been collected, the pharmacist will be able to better estimate the number of customers and growth potential for the business.
Factors to Be Considered
Before implementing the service, several things must be considered: factors in customer decision-making, customer needs to be addressed, and the timing of the service.
Identify Factors in Customer Decision-Making
To survive, the service must meet the needs of the customers. Table 1 provides examples of customers to target in planning for a new service. Understanding the audience that will approve the business plan will help the pharmacist make a stronger case regarding the need and financial viability of the proposed service(s). The customers will base their decision to use the service on their perception of the quality, value, and convenience of the service. 4 In a time when there is a shortage of qualified clinical pharmacy practitioners, will there be enough pharmacists to provide such service? Other factors that need to be considered are the value and quality of the service, and the convenience of referral.
The price of the service is important and may be the determining factor for some customers. 8 The pharmacist's wage, benefits, and overhead costs must all be factored in the cost considerations. Only after the cost of the service has been determined can the price to the customer be derived. The customer's previous experience with similar services should also be considered.
Customer Needs to Be Addressed
Customer needs must be addressed when beginning the service. Customers will often look outside of their own organization for solutions to their problems. Contracting the service to a pharmacist may be less costly than initiating their own services internally.
Improving quality of care and clinical outcomes are two customer needs that the service will address. Pharmacists should be prepared to show customers that the service will help increase quality of care and improve clinical outcomes. Financial outcomes will also be of importance, and the effect may be more on cost savings. Examples can be obtained from the literature (Appendix 1).
Timing of the Service
Is the timing right for beginning a new business offering clinical pharmacy services? Any current changes taking place in the proposed business area should be evaluated, including new laws or regulations; shortage of pharmacists and other health care providers; and patient safety initiatives. A need for an outside service can be brought about by a change in a regulation or by legislative action. Pharmacists that have kept abreast of new laws and regulations will be poised to take advantage of changing situations and fill the void created by regulations.
Operational Advantages Over Competitors
As an ambulatory care clinical pharmacy service is planned, pharmacists should project the advantages and distinctive attributes of their service over the services currently provided by other practitioners. It will also be necessary to identify what clinical pharmacy services are already being provided in close proximity. The 9e PHARMACOTHERAPY Volume 28, Number 2, 2008 advantages and strengths of the proposed new services should be determined. 5 
Within the Organization
Pharmacists should evaluate the services of other practitioners within the organization.
Specifically, pharmacists should consider the drug-related services already offered by other departments, particularly those of physicians, physician assistants, and nurse practitioners. Whenever possible, pharmacists should develop services that draw on their distinctive 10e AMBULATORY CARE BUSINESS-PRACTICE MODEL ACCP qualifications and are complementary rather than duplicative. Practitioners from other disciplines will often embrace the clinical activities of pharmacists when they are viewed as contributing to the overall care of patients. Perhaps one of the best ways to achieve acceptance from other disciplines is for pharmacists to focus on drugs and drug-related issues, particularly in areas in which pharmacists have specialized education, training, and experience. In the event that a pharmacist would like to offer a service similar to one already offered by another practitioner, the pharmacist should carefully coordinate his/her mission, objectives, and specific activities with those of the established practitioner in order to identify the unique attributes of the new service. To the extent that complementary roles can be identified, the pharmacist may have more or less success with offering a new service. However, if the new service is viewed by patients and/or practitioners as duplicative, the new service may fail, often simply because of the allegiance to the established service. In this situation, the pharmacist should identify other potentially successful roles and move toward establishing a service that will be more favorably received. In some circumstances, the pharmacist may collaborate with other health care providers.
Outside the Organization
Pharmacists should also evaluate the services provided by pharmacy, medical, or other groups outside the organization in planning their new service. As above, practitioners may easily accept new services that are not currently available to patients, even outside the organization by referral. In such situations, pharmacists may choose to associate with an outside group rather than independently develop a new service. Pharmacists should plan services with the expectation of having as few disadvantages as possible. These disadvantages should be identified and minimized early in the planning process.
Section 3: Needs Assessment
Establishing an ambulatory clinical pharmacy practice begins first with an understanding of the needs of the patients that will be served by the practice and the potential revenue streams that can financially support the service. The medical literature describes numerous examples regarding the drug-related needs of patients and the benefits of including a pharmacist both in the clinical decision-making process and in providing care directly to patients. The concept of pharmaceutical care has been explored for more than two decades, but there are still few published examples of financially sustainable ambulatory clinical pharmacy practices in existence. 9 The "business" behind the practice being developed should begin when the service is planned. The goal of caring for unmet needs of patients should be combined with the goal of being a financially viable service. Understanding the financial drivers within the organizational structure of the pharmacist practice will allow the provision of care to a wider patient base and will help sustain the service over time. The longterm and short-term goals for proposed clinical services should be described.
The type of patient care service a pharmacist designs is based on two primary factors: the practice environment and the needs of the patient population to be served. Table 2 describes several practice environments and the business models that exist. Understanding the business model will assist in proposing a particular type of practice. For example, if the practice will be in a physician' s office where the physicians are provided incentives for "best practices," and they are not meeting the goals of their patients with diabetes, a proposal might be written to begin a service directed toward the patient population with diabetes. Understanding the business model where the clinical service will be established aids in directing the proposed plan to the appropriate audience, including those who have the authority to approve the plan. Collaboration with other health care providers should be described, and the overall goals should be clarified.
The mission for all ambulatory clinical pharmacy services is to improve patient care. Numerous studies clearly demonstrate that many patients are not achieving optimal results from their drugs. In 2003, only 56% of patients in the United States with chronic medical illnesses received the recommended treatment. 10 Furthermore, patients continue to experience drug-related adverse effects at increasing rates. In the ambulatory environment, the most common problems in the drug use process that result in preventable adverse effects occur during the prescribing and monitoring stages. 11 Drug safety is highlighted in many recent studies in community-dwelling populations [12] [13] [14] [15] and in 11e PHARMACOTHERAPY Volume 28, Number 2, 2008
home health care patients. 16 Adverse drug events often can result in hospital and emergency room visits. [17] [18] [19] The Institute of Medicine report in the Quality Chasm series, titled "Preventing Medication Errors" outlines changes needed in the health care system to reduce medication errors. 20 Because there is a clear societal need to improve the drug use process, it is important to demonstrate how pharmacists can meet this 12e 9 In addition, the Lewin Report is a useful resource. 22 The reference list included in this paper provides studies in practice environments specific to community practice, institutional ambulatory care, managed care, and family medicine (Appendix 1).
The pharmacist must also recognize the financial driving forces in a particular practice environment. A practice can be financially viable through a number of mechanisms such as cost avoidance (e.g., reduction in hospitalizations) and direct payment of services.
Section 4: Description of Services

Essential Components of a Service
In the medical model, the patient care process is the same whether the physician is a generalist or specialist. The same is true for other health care providers. 6 The identical concept needs to be applied to ambulatory clinical pharmacy services. The work of the American Pharmacists Association and National Association of Chain Drug Stores Foundation points to a clear framework of the design of a pharmacist medication therapy management (MTM) service in the community pharmacy setting, 23 which can serve as a model for all areas of pharmacy practice. One model of ambulatory clinical pharmacy practice is important to set the standard for patients and health care providers to understand the value they will receive when a pharmacist meets with a patient.
Patient Enrollment or Referral
There are multiple sources for patient enrollment or referrals to a clinical pharmacy service. A physician or other health care professional may refer the patient for MTM, disease state management, monitoring or adjustment (e.g., anticoagulation service), and/or education (e.g., diabetes or asthma). A pharmacist at the point of dispensing in a community pharmacy may enroll a patient after detecting nonadherence or a drug-related problem that could not be easily addressed at the time of dispensing. Alternatively, a patient or caregiver may self-refer after learning of the pharmacist' s service. If the pharmacist is a part of an interprofessional practice, the service or referral may be an integrated component of the patient care process. In some cases, a referral may not be necessary. In an interprofessional practice, it may be a standing policy that any patient taking more than a certain number of drugs or with certain conditions sees the pharmacist before seeing other practitioners. Once a referral to the pharmacist is made, an individual appointment or consultation with the patient should be set up.
The Patient Encounter
Patient encounters ideally should occur in a private area where the pharmacist, patient and/or caregiver can comfortably discuss the patient's drug-related needs. The encounter should begin with a simple introduction of the pharmacist to the type of service and follow-up the patient can expect. The second step is gathering from the patient the reason for the visit and drug experience. 6 The medical record or other patient documentation, if available, can provide important details of the patient' s medical history and laboratory and test results, and may aid in further identifying the patient' s needs. In most cases, the pharmacist would also complete a thorough medication therapy review. 23 The components of this review are described in Table 3 .
Documentation
Documentation of the patient encounter is absolutely necessary not only to record the nature of the encounter, the patient problems identified, and the follow-up plans, but also to serve as evidence of the service(s) provided. The format of the documentation can take different forms depending on the practice environment and the resources available. Patient records can be stored in either paper or electronic medium. Documentation should minimally include patient demographics, reason for visit, subjective and objective information obtained, the pharmacist' s assessment and plan, any interventions or recommendations made, and planned follow-up.
National organizations offer standards for community practice 23 and for documentation in medical records. 24, 25 Standardization of the pharmacist's documentation for each patient 13e PHARMACOTHERAPY Volume 28, Number 2, 2008 encounter is essential. Within existing medical records, pharmacists may elect to use a standard "SOAP" note (i.e., subjective data, objective data, assessment, and plan) to be consistent with other providers or may use a separate pharmacy note using a standardized documentation template. If the pharmacist practices independently, the documentation (written or electronic) should be stored in an easily retrievable location. A consultation letter should be sent to the patient' s health care provider(s), and a copy should be maintained in the medical record. The consultation letter may be sent to the prescriber by standard mail, fax, or secured electronic method.
Communication with the Patient' s Other Health Care Providers
Collaborating with a number of individuals within the health care team is essential to build and sustain a patient care practice. The collaborations, both formal and informal, depend on the practice environment and may include physicians and physician assistants; nurses and nurse practitioners; dieticians; other pharmacists; pharmacy technicians; and other support personnel. Communication with the patient's health care provider(s) is essential to ensure optimal use of drugs.
The type of communication is determined by the urgency of the patient's need. An acute need should be communicated verbally followed by written communication. A chronic care need should always be communicated in written format. In addition, patient-focused communication with other health care providers helps to build working relationships and encourage continued referrals from providers for future consultations regarding patient drug therapy needs. 26 In order to document the pharmacist's findings and recommendations in the patient's medical records, some institutions require pharmacists to obtain privileges and provider numbers. Review of the patient' s medication regimen for appropriate indication, efficacy, and and identify medication therapy safety for the individual patient, as well as the patient' s adherence patterns; evaluate needs and problems; evaluate the patient' s response to medication therapy, and identify potential adverse events and monitor response to and drug-drug interactions; financial and cultural considerations must be considered medication therapy in addition to appropriate monitoring suggestions and dosage regimens Create a medication therapy plan A plan to address and resolve medication therapy problems identified during the visit; the plan should be developed collaboratively with the patient and other health care providers as appropriate; the plan may include a lifestyle change by the patient, a call or collaboration with the physician or other health care provider, or the pharmacist resolving a financial or therapy concern Provide education, patient At the conclusion of the visit, patients should be given appropriate medication-and recommendations, and follow-up disease-related education as well as therapy and lifestyle recommendations as considered appropriate with their other health care providers; patients should be provided with a personal medication record (comprehensive medication list) and a medication action plan detailing how they should take their drugs as well as lifestyle recommendations Communicate results to other
Results of the visit and medication therapy recommendations should always be health care providers documented and provided to the patient' s other health care provider(s) if necessary; in an interdisciplinary setting, documenting in the medical record in written, verbal, or combination form is usually sufficient; in addition, patients should be referred to other health care providers as needed to support their medication therapy regimen (e.g., dietician referral)
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Section 5: Operations
Organization
An organizational structure that represents the array of ambulatory care services provided by pharmacists is extremely important. Job titles and descriptions for pharmacists and pharmacy technicians providing ambulatory care pharmacy services should be positioned within the organizational structure in a manner denoting a high level of commitment. All services must be included in the overall mission statement as well as in the goals and objectives of the organization and must be represented accordingly in the structure of the pharmacy department and the institution or the overall organization. Anything less than full representation at these levels may result in a diminished outcome.
Reporting Structure
In a hospital setting in which the ambulatory care pharmacy services are provided through a department of pharmacy, the coordinator of these services should report directly to the director of pharmacy to ensure a commitment to these services equal to that acknowledged for other key services of the department. In the case of freestanding ambulatory clinics or community pharmacies, pharmacists should either provide direct leadership for ambulatory services or report to an appropriate administrator. Additional reporting lines to physicians and other health care providers may be appropriate, based on day-to-day clinical activities. 28 
Operational Processes and Facility and Equipment Needs
In starting a new clinical pharmacy practice in an ambulatory setting, several operational processes, and facility and equipment needs, are necessary. These are discussed in detail in Table  4 . [28] [29] [30] 15e Personnel Requirements
Adequate attention for determining the overall personnel requirements for each ambulatory care pharmacy service is critical. There should be an adequate mix and number of personnel to provide appropriate backup and coverage. Failure to provide adequate personnel for each service will lead to frustration of physicians and others who refer patients, of patients themselves, as well as of the pharmacy personnel involved in providing the specific service. 28 
Areas of Practice
Determining the specific areas of practice for ambulatory care pharmacy services will depend on a number of factors, including availability of pharmacists and support personnel to provide each specific service as well as the time, space, equipment, and funding available to devote to each service. Each of these variables should be considered in advance of actually beginning a service, allowing more opportunity for success and continuation. The service may be general MTM or specific disease-state management. Factors outside the control of the pharmacy department or the pharmacist that may affect any pharmacy service may include the participation of physicians and other health care practitioners who also have an interest in such services. Physicians may be involved in determining the overall direction and success of clinical services, particularly if their referral of patients is critical for receiving patients.
Number of Full-Time Equivalents Needed
The number of full-time pharmacists and pharmacy technicians needed for any specific service will vary depending on the number of patients to be served and the depth and breadth of the service. The director or coordinator for the service should cautiously predict the need for personnel, employing additional personnel for anticipated growth and unexpected details. Administrators should attempt to calculate the maximum number of patients who can appropriately receive the service in a given day based on review of medical records for the occurrence of specific diseases or medical problems; pharmacy profiles for the occurrence of specific drugs or drug categories; discussions with physicians who may be associated with the service, and any other means of understanding the demand for each service. In addition, administrative time for pharmacists must be included in their total time. As a general rule, the length of time allotted for a patient visit may be as much as 1 hour for an initial session and may range from 10-30 minutes in the case of an established patient session or encounter, depending on the required levels of assessment and intervention. When needed, administrators should seek new positions for the department so that the service can be successful.
Qualifications of Pharmacists Participating in the Service
Each pharmacist who participates in the service must be appropriately educated and trained. Strong consideration should be given to require residency training and board certification (e.g., Board Certified Pharmacotherapy Specialist). If appropriately trained and experienced pharmacists are not available to provide a new service at the time it is desired, the director or coordinator should seek training programs or other methods to assist the pharmacist(s) to acquire the necessary skills and experience.
Continuing education and certification programs are often available to assist pharmacists in developing new skills and practice expertise while remaining in their positions. Pharmacy residents and fellows may be involved in provision of services when appropriate, but never in the absence of qualified personnel to supervise their activities. A resident or fellow should not be the sole provider of the service, unless he/she has already demonstrated expertise in this service through previous training or experience.
Areas of Support
Pharmacy technicians and clerical and financial personnel can play important roles in establishing and maintaining ambulatory care pharmacy services. Pharmacy technicians can assist in the preparation of drugs, record-keeping activities, and supervised patient interactions. Clerical personnel can place phone calls and send e-mail or letters to patients regarding appointment scheduling and follow-up information. Financial personnel may be responsible for billing and keeping ledgers necessary to track the flow of money through the system.
Desired Areas of Expansion
Desired areas of expansion may become apparent after a service has been offered for a 16e AMBULATORY CARE BUSINESS-PRACTICE MODEL ACCP period of time based on requests from patients, physicians, administrators, or others. These expansion areas should be considered carefully using all the variables used initially to determine need and capability. Qualifications for personnel needed for expansion of services may be different from those initially in developing the service. Specifically, pharmacists with more specialized training may be required as the depth and breadth of the overall services become more defined and detailed. For example, an ambulatory care pharmacy service may begin with activities for general medicine patients and develop over time to include more complex patients who may need specific services in cardiology, pulmonology, infectious disease, nephrology, and/or other specialties in a similar manner to the services offered by physicians. As more specialized services are desired, the demand for specialized practitioners will follow.
Subcontracting and Outsourcing
Subcontracting and outsourcing for specific services associated with an ambulatory care pharmacy service may be desirable when the needed personnel or services are not available on site, particularly in the early stages of a new program when full-time staff or services cannot be financially justified. However, a commitment of full-time personnel to each area will provide the continuity of care that is often needed. Examples where this may be helpful are in the areas of information technology and dispensing.
Evaluating the Need for Training
The director or coordinator should assess the need for additional training when new personnel are recruited or new programs are established. In each case, training should be based on the need to provide updated policies and methods required for excellence in specific clinical practice areas. The director or coordinator should provide adequate material and time to become established in the performance of expected activities before these personnel take full responsibility for the service.
Operational Impact of Services
The impact of ambulatory care pharmacy services should be anticipated prior to initiating the service. Pharmacists should identify gaps in the types and levels of service already being provided in an area and begin services that are projected to have the greatest positive impact, while not duplicating the services of other practitioners. Pharmacists should identify areas of practice in which their education, training, and experience will allow their optimal level of practice, and they should evaluate their practices as often as possible to determine their impact on overall patient care.
Within the Department Organization
The primary impact of ambulatory care pharmacy services within the department or organization may be on personnel and staffing. Administrators should make every effort to ensure that changes in professional rank or appointment levels, staffing patterns, salaries, professional advancement, and other important personnel issues are understood by all personnel. Any new arrangements brought about by the implementation of a new service or the hiring of new personnel should not negatively affect the overall department. The primary clinical impact of ambulatory services may be most realized within the department or organization by the benefits observed from patient care, such as improved surrogate markers, actual outcomes, or positive financial impact.
Other Departments and Practitioners
When pharmacists initiate clinical services, there may be either a positive or a negative impact on other departments or practitioners. Depending on the methods in which patients are identified for ambulatory care clinical pharmacy services and the outcomes associated with the service, the impact on other departments and practitioners, particularly physicians and nurses, may vary. However, the impact of each ambulatory care pharmacy service should be anticipated before initiation of the service. By anticipating such impact, other practitioners and administrators can be consulted in the early planning stages so that the primary impact will be positive and the service will be viewed for its strengths rather than as a source of competition.
Section 6: Legal and Regulatory Issues
Compliance with Practice Standards Several factors must be evaluated and considered when implementing ambulatory pharmacy services, including organizational structure, opportunities for collaboration, access to patients and patient information, employment 17e PHARMACOTHERAPY Volume 28, Number 2, 2008 requirements, affiliation needs and agreements, and policies and procedures for the service. 2, 31 When establishing a collaborative practice agreement, the following steps should be considered and outlined during the planning and early implementation process: define scope of practice, apply for privileges at the practice site, identify evidence-based practice standards, establish policies and procedures, determine qualifications for participants, create a continuous quality improvement process, measure outcomes (economic, clinical and humanistic), document activities, and investigate compensation processes. 31 
Collaborative Drug Therapy Management
Pharmacy and medical organizations have published position statements supporting the pharmacists' role in collaborative drug therapy management (CDTM). 31, 32 As of November 2005, 43 states have enacted legislation that grants pharmacists the authority to engage in some form of CDTM. 33 Several resources provide an overview of CDTM and summarize statespecific regulations. 31, 34, 35 A survey of ambulatory care pharmacy practices identified collaborative practice agreements as a significant enabling factor for the integration of pharmacists in the ambulatory care setting. 36 To facilitate further expansion of the pharmacist' s role in the ambulatory setting, states should review and make necessary changes in the pharmacy practice laws and regulations to allow pharmacists to participate in CDTM. Examples and descriptions of collaborative practice agreements may be found in the literature (Appendix 1).
Medication Therapy Management Services
The Medicare Prescription Drug, Improvement and Modernization Act of 2003 was intended to increase access to prescription drugs by providing drug coverage for beneficiaries. 37 Furthermore, specified patients enrolled in the prescription drug benefit are entitled to receive MTM services. Although pharmacists were not granted "provider status" and are ineligible to receive compensation for services under Medicare Part B, the legislation requires prescription drug plans to pay for MTM services as a Part D benefit. Other providers are not excluded from providing MTM services; pharmacists are the only health care practitioners specified in the regulation. The prescription drug plans create and implement MTM programs for their members. Because the legislation does not stipulate details related to these plans, there is significant variability in the design of MTM services. The Lewin Group was enlisted to create a resource to assist with designing and implementing MTM services. 22 To specifically assist the community pharmacist, the American Pharmacists Association and National Association of Chain Drug Stores jointly identified the core elements and a framework to deliver MTM services within this setting. 23 Some states are now reimbursing pharmacists for providing MTM to Medicaid patients.
38, 39
Health Insurance Portability and Accountability Act Compliance
All health care practitioners and medical practices must understand and comply with the Health Insurance Portability and Accountability Act (HIPAA). Compliance with the HIPAA legislation requires careful evaluation of policies and procedures related to patient information and implementation of measures to ensure the privacy and security of patient information. At the first office visit, patients should receive a Notice of Privacy Practices, and a written acknowledgement of receipt must be obtained. Although patient authorization is not required for routine disclosures related to treatment, payment, or health care operations, it is required when protected health information is disclosed to a third party; for marketing of products or services (except if marketed in a face-to-face encounter); for raising of funds for other organizations; and for conducting research, unless a waiver was approved by the institutional review board. 40 To facilitate the implementation of HIPAA policies and procedures, adequate training of all staff should be conducted and documented. Appendix 1 includes resources for HIPAA compliance.
Miscellaneous Regulations
The Occupational Safety and Health Administration (OSHA) has established standards that apply to all employees who may be exposed to blood or other potentially infectious materials. 41 These regulations describe requirements that employers must fulfill to protect individuals who have a risk of occupational exposure.
Pharmacists in ambulatory care settings, including community pharmacies, who perform point-of-care testing may be exposed to bloodborne pathogens and 42 The purpose of the laboratory amendments is to create standards that will ensure quality laboratory testing and procedures. A laboratory is defined as any facility that performs laboratory testing, including ambulatory and community pharmacies performing point-of-care testing. Many resources summarize the procedures and regulations associated with laboratory testing. Appendix 1 includes a list of Web-based resources.
Certification and Credentialing
Credentialing and privileging for pharmacists are important and complex issues intended to protect patients from incompetent providers, to safeguard organizations from malpractice allegations, and to meet regulatory agency and third-party payer requirements. When establishing ambulatory care services, developing CDTM protocols or providing MTM services, the public and other members of the health care team need to have an agreement on and common understanding of the education and training of pharmacists and their contribution to patient care. Thirteen national pharmacy organizations founded the Council on Credentialing in Pharmacy to provide leadership, standards, information, and coordination for professional credentialing programs in pharmacy. Pharmacist credentials may be divided into three fundamental categories: college or university degree; licensure; and certificates, awards or postgraduate work. 43 Privileging is the process used by a health care organization, after evaluating a practitioner's credentials and performance, to grant an individual permission to provide certain patient care services. 43 A pharmacist may be recognized by the organization to be credentialed and obtain a provider number. 27 Some states, such as Minnesota, may require the pharmacist to be credentialed through the state government, especially if providing services for Medicaid.
38
Credentialing may also be necessary for billing purposes.
Pharmacists are pursuing postgraduate training, becoming more specialized, and attaining certification in a specific domain of practice (e.g., certification through the Board of Pharmaceutical Specialties, Commission on Certification in Geriatric Pharmacy), specific disease states (e.g., certified diabetes educator, certified asthma educator), or specific therapy (e.g., certified anticoagulation care provider). Other than the requirements for pharmacy licensure, no credential is required by law to provide specific clinical pharmacy services in an ambulatory care setting. However, each institution, health care system, or organization can establish its own criteria for pharmacist practice descriptions and credentialing and/or privileging processes. 27 The Lewin Group concluded that MTM services can be provided at multiple levels of complexity, with licensed pharmacists providing first-line drug management and more highly trained or credentialed pharmacists delivering more complex services. 22 Appendix 1 includes a list of resources on this topic.
Liability Insurance
Professional liability insurance is needed and should provide coverage for any activity that pharmacists can do legally in the state in which they practice, including CDTM if permissible by state law. 44 Generally, the institution is liable for an employee' s acts of professional negligence that occur within the practitioner's typical scope of practice. Therefore, most employers and institutions carry a professional liability policy on their employees. An employed pharmacist who is covered by his/her employer's policy may obtain an additional, secondary policy. Although not required, an individual pharmacist may choose to obtain additional coverage for several reasons. An employer may disclaim its responsibility if the situation is proven to be outside the scope of normal practice or protocol. 45 In some cases, the claim may exceed the employer's policy and the individual's personal, secondary policy would apply. Finally, an employer's policy covers the pharmacist's activity occurring at work whereas an individual policy would include coverage for work and nonwork related advice and activities. Primary liability policies are also available for independent contractors and consultants.
Risk Management
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Site-specific policies and procedures, clinic protocols, and collaborative practice agreements based on evidence-based medicine principles should be established to optimize patient outcomes and minimize risks. An attorney should write or review any agreement or contract for services before securing signatures. The basic elements to be addressed in a contract have been described. 46 Although the exposure for liability increases as pharmacists' practice activities and responsibilities expand, many techniques can be employed to minimize that risk. The key steps to managing risk include identifying, assessing, eliminating, minimizing, and transferring risk. 47, 48 A proactive approach should emphasize measures to eliminate, minimize, and transfer risk, which can be accomplished in a variety of ways. Examples include ensuring adequate credentialing, hiring qualified personnel, improving procedures and protocols, maintaining good patient and staff relations, and communicating and documenting activities well. 47, 48 Reasonable extrapolations to ambulatory care pharmacy practice would include obtaining the medical staff' s endorsement of pharmacist involvement and clinical pharmacy protocols, clearly documenting all pharmacist interventions and communication in the patient' s medical record, maintaining professional competence and achieving appropriate credentials, and evaluating pharmacist intervention and patient outcomes as part of the comprehensive quality improvement efforts. A worksheet to assist with identifying, evaluating, and addressing various liability risks is available. 46 The evolution of risk management and quality improvement processes in recent years has led to a logical interface between the two concepts. Integrating risk management and quality improvement is sensible and can enhance the effectiveness of both.
47, 48
Section 7: Marketing and Promotion
Marketing includes researching customer needs and wants, developing strategies, maintaining customer records, delivering products and services, financing, promotion, pricing, and monitoring customer satisfaction. 49 
Preparing to Advertise
Being able to define the service in a way that is appealing to all customer groups is key to the marketing process. Therefore, services should be evaluated to identify the health needs and services currently available. It is important that the definition of the service includes how the service will be different from any other service available in the community and why the patient, health care provider, or third party payer should select the new service. The service has to meet the expectations of the customer to be a success.
7, 50
Physicians and Other Health Care Providers
Once the benefits of the service have been defined, the marketing design needs to be molded around the groups to be marketed. To evaluate the opinions of health care professionals, insurers, and patients regarding the perceived need for and anticipated use of the proposed service, a simple questionnaire can be distributed to assess the best way to market the service. Gathering these opinions before investing in a new service can be helpful and cost-effective. The questionnaire can also ascertain whether a similar service existed in the past and how successful it was. 51 If the primary person making referrals to the service will be a physician, it should be determined which physicians should be targeted for marketing by specialty or subspecialty and special interests. Talking to other health care professionals may provide insight as to the demand for the service. For example, endocrinologists, internal medicine physicians, and primary care physicians would be the groups one would market to for a diabetes education service, as they are the ones who will refer potential patients.
Physicians will be evaluating the service on a more professional level. They may inquire about the educational background and specialty training of the pharmacist(s) providing the particular service, the disease-state management plans, and the outcomes that are expected. 49 Establishing a relationship with other health care providers is essential in establishing or expanding any service. Providing physicians and other practitioners with additional services may enable them to better meet the needs of their patients. The ability of pharmacists to identify potential problems, such as drug adherence, can result in appropriate and timely interventions and build confidence with the health care provider, leading to requests for further pharmacist consultations. 52 
Patients
Research has demonstrated that patients are 20e AMBULATORY CARE BUSINESS-PRACTICE MODEL ACCP often unaware of the services pharmacists are able to provide and are unlikely to appreciate the roles and responsibilities of pharmacists. 53 Therefore, the marketing plan for patients will need to be different from the marketing plan for health care providers or payers. Patients will be evaluating the service for value, convenience, and quality of care. Patients will want a guarantee that the service for which they are paying will meet their needs and expectations as well as being price competitive; therefore, extensive, straightforward education about a new service needs to be provided. 54 
Payers and Stakeholders
When promoting the service to payers, it is necessary to clearly describe how the new service will improve both outcomes and cost-effective care. It will be necessary to document decreased emergency department, hospital, or office visits; improved patient care or satisfaction; and/or reduced overall drug costs. Some managed care organizations contract health care services if the proposed service meets the payer's goals. The potential is there to have a steady flow of patients through their health care plan.
Knowledge of the key stakeholders is critical. These individuals have a vested interest in the success or failure of the proposed service and represent the real customers in the process. It is critical to know how success is defined for them with regard to both financial and nontangible benefits. From a financial perspective, understanding how they value cost-savings, enhanced revenues, and risk reduction is vital in planning the approach. In assessing nontangible benefits, consideration should be given to growth, new opportunities that may evolve from the service, and strategic positioning within the health care sector in which they operate.
Soliciting input from these key individuals is a critical step in the planning process. A new service should seek to solve a previously identified problem or improve an existing process, which can often be identified by conducting a needs assessment. This assessment can often identify areas of strength relative to areas of concern and can provide useful insight into what the customers perceive as "valuable" versus the proposed needs of various parties who will interact with the service. It can also assist with identification of how the current needs of a particular sector are addressed and how the new service can address those needs in a better way.
It may also help with identifying legal restrictions, which may limit the scope of the service or the ability to provide the proposed service.
Public Advertising
Products can be marketed or promoted in several ways, including internal and external marketing.
Internal Marketing
Internal marketing is dependent on the staff. The staff needs to be knowledgeable about the new service so that when there are questions regarding pharmacy services, they are able to answer the questions and promote the benefits of the specialized service. It is also prudent for patients to see promotional items around the waiting areas. Another option is mailing out program information to current patients either with a particular disease state or to all patients to reach family members who may have the specific disease being targeted.
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External Marketing
Because the intangible nature of pharmacy services makes it difficult for consumers to grasp what pharmacists do, patients who have used the service will be instrumental in promotion outside office walls. 49 They will be describing the service to their family, neighbors, and friends, which will certainly increase knowledge of the new service within the community. Other methods of promoting a service include broadcast (radio or television spots), print (newspaper advertisements, yellow pages, leaflets, posters, newsletter), Web page information, and volunteer screening for support groups (heart failure, diabetes) to help monitor disease states and educational programs for professional and consumer groups. 55, 56 Evaluation of Advertising To justify the cost of a marketing campaign, it will be necessary to evaluate the effect the campaign has on the customers. Piloting an advertising campaign using a sample of the targeted population (health care providers and patients) can provide positive or negative feedback regarding the current plan. Adjustments may need to be made to the original design to accommodate for focus areas that were inadvertently missed or not fully explained. 57 
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Once the campaign is under way and the new service is operating, it is important to consider how to maintain the customer base (professionals and patients) that currently uses the service and how to expand to other potential customers. As part of a quality assurance follow-up, the number of visits and what profit was gained should be evaluated. It would be valuable to determine what parts of the service customers like best and build on those focus points. 50, 56 This can be done through questionnaires or surveys. From the responses, it can be determined what needs to be done to retain current customers and hopefully obtain ideas on how to reach other potential customers. Some ideas may include sending out newsletters regarding a new drug on the market (drug information) or making phone calls to follow-up on a patient visit in which changes were made to therapy. Anything that can personalize the service will separate it from other community programs.
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Section 8: Service Development and Exit Plan
Milestones for Service Development A well-constructed strategic plan is the cornerstone of success in the business environment. The strategic plan describes the projected direction of the patient care pharmacy service within the scope of the overall organization and the best approach for achieving defined goals. 58 It is the essential starting point for determining whether or not there is a need to establish a new service.
Although marked in a variety of ways, milestones are broadly defined as indicators or events placed at key points in the life of a project or service, intended to measure achievement in the ongoing project or service. 59 The indicators must be measurable, realistic, and consistent with the strategic plan to ensure progress. Milestones are measured at interim stages rather than at completion of the project, and they are absolutely essential in the process of service development. Milestones developed in advance of the start of the service serve as points for reflection and evaluation while allowing for redirection and modification of the service if necessary. The milestones also serve as interim markers of progress to help ensure the success of the service both in the development process and as continuing measures of quality once the service is established.
Planning for Service Development
Planning for service development involves knowledge of the many factors that influence the patient outcomes. At the center of all of these factors lies an understanding of the process by which individuals 60 and systems 61 implement change. Change, whether viewed in a positive or negative light, is one of the most difficult aspects for many people to accept and work with initially. 62 A strong sense of consensus among contributing parties can be valuable in reducing some of the stresses associated with implementing change in the workplace, particularly with service development.
During the planning stages of service development, efforts to conduct background research can be a productive use of time and effort. The collective development of the business plan proposal is often the most productive means of initial planning and ensures that the interests of those likely to be affected by the plan are identified and addressed. Collective input should also serve as the foundation for acceptance and ensures that inordinate amounts of time are not spent on small details at the expense of momentum.
Group effort requires the selection of a qualified leader 63 who understands the business environment and who has sufficient background and experience in establishing and conducting the day-to-day activities of the proposed service. The leader should be able to establish clear goals and appropriate timelines, assign responsibilities, coordinate efforts of the group, and select group members who understand the goal to be achieved with the initiative. The leader should have welldefined strategies for implementation and be able to delegate when appropriate. The leader should be credible among administrators in the organization and should represent the interests of major stakeholders who stand to benefit or lose from the success or failure of a program or project. Finally, a good leader should be able to accept responsibility for successes and failures of the project at all points in development.
Planning Phases
The planning process involves multiple stages. A planning guide was recently published for the establishment of palliative care programs. 64 Although specific for palliative care, many of the core elements of the program development are applicable to other clinical services.
Assessment of the factors affecting project or service development status should include those 22e AMBULATORY CARE BUSINESS-PRACTICE MODEL ACCP internal and external to the service. Internal factors would include core strengths, as well as deficiencies, as these drive priorities and processes for development. External factors are more difficult to control but should be included in the planning process. These factors include MTM services, 22 legal issues (which vary by locale), payers (whose benefit coverage varies substantially from one another), and similar services within the institution or organization that are in direct competition with the proposed service and from whom the service must be distinguished.
Service Development
Service development requires a keen understanding of the business culture into which the clinical service is being introduced, the major competitors in the marketplace, and the potential impact of the service in that system. Implicit in this process is the knowledge of the key decisionmakers. These individuals can assist or impede the development of the service and its implementation. These decision-makers should have a clear understanding of how the proposed new service will benefit the organization and how it will fit into the overall strategic plan.
For ambulatory clinical pharmacy practice, market analysis should be done to evaluate model practices and implement ideas to assist in creating an excellent clinical practice. Other clinical pharmacy practitioners are often willing to help share their materials. Resources are available to assist pharmacists in setting up their own ambulatory clinical practices, including protocols and collaborative practice agreements from other clinics and institutions. 65 The financial implications of the proposed service should be explored with the business unit of the institution where the service will operate. A proposed business plan should be developed to compare current and future costs because these can be used to determine the financial feasibility of the project and how the new service affects the organization financially. A well-constructed business plan can also increase the credibility of the project with regard to the proposed financial benefit. The business plan should identify not only current and future sources of funding, but also contingency plans for covering unexpected operating expenses.
Lines of authority within the system should be well established. The scope and impact of the proposed clinical service are vital to relating the interaction of the service to existing clinical programs. In addition, lines of responsibility within the larger system should also be clearly defined to ensure integration and completion of the interrelated aspects of the service within the institution.
Finally, criteria defining the success of the service should be established to systematically monitor progress. Key customers and decisionmakers should be present to assure that all concerns regarding the proposed service are adequately addressed through an objective process.
Launching a Service
Once approval of the proposed plan and financial arrangements has been secured, the service can be launched. Personnel to assist with the implementation process should now be identified and a training plan should be developed to ensure a smooth transition and continuity of patient care. A new patient care service will have numerous new record-keeping processes and operating procedures. Strong administrative and clinical support will be essential in these early days as the risk for errors, omissions, and harm to a patient will likely be higher than usual due to the unfamiliarity of personnel with new processes.
Operation of the new service will need to be coordinated with other services in the health care organization that are involved with or affected by the service, such as laboratory or pharmacy dispensing services, and equipment needed to run the service, such as computer systems and communications networks. Integration of these systems will ensure a smooth transition period and reduce the likelihood of compromising care because of inefficient or ineffective system processes.
Providing the Service
Policies and procedures approved by the director or coordinator of the service and descriptions of how the service will operate should be in place from the start. These help ensure that guidance exists for consistent operation across most aspects of the service and should reflect the current business environment. Key information should be provided in sufficient detail to give an outside observer a relatively clear understanding of the structure, function, and basic operation of the service. 
Assessing the Impact on Existing Services
During the early stages of operation, periodic monitoring of the new service's impact on existing services should be performed. At predefined intervals, careful evaluation of whether the service is performing at the projected levels should be considered.
Unplanned events and other influences that have an impact on the success of the program should be reviewed, and modifications should be made as necessary. The evaluation should consider system and process changes that have occurred as a result of the service as well as changes in predefined outcomes as quantifiable measures of success. Continuous quality improvement activities are often used to complete the evaluative process and should be conducted by individuals without a substantial stake in the service to improve objectivity.
Establishing a Timeline for Implementation
Timelines include dates by which particular milestones or objectives are expected to be accomplished. Timelines are often established concurrently with the milestones to provide consistency in expectations and improve accountability for the various elements being managed by different individuals. The timeline should establish a priority ranking for aspects of the project that require completion of specific tasks that are required for project or service development.
Many successful implementation plans use Gantt charts to structure a timeline for complex projects. A Gantt chart, developed in the 1910s by Henry Gantt, is a diagram that shows tasks and deadlines necessary for completing a project, and graphically represents how long a project should take, identifies necessary resources, and assists with planning for elements that must be completed in sequence to be positioned among those which can be completed at any time in the process. 66 Although proprietary programs such as Microsoft Project (Microsoft Corp., Redmond, WA) make the development of Gantt charts relatively easy, several free software computer programs are also available for download (Appendix 1).
The timeline may be modified as necessary after an interim analysis of progress to date and as unexpected obstacles are encountered in the process. The findings of the analysis may necessitate minor changes in focus or major redirection of the project to address issues and keep the project moving forward.
Reasonable expectations should also be established to ensure that the success of the new service is not undermined by too aggressive an approach. They should take into account both internal and external factors, which will markedly influence progress and direction of the new service. Periodic assessment should be performed to evaluate progress in meeting established objectives.
Expansion of Services
Clinical services that are well established and successfully managed should continue to grow over time. At some time in the process, consideration may be given to expansion of services, whether to cover additional therapeutic areas, or to meet the needs of a larger number of patients and customers within the same therapeutic area. Ideally, the need for expanded services should be quantified and documented because the simple desire to expand services may be insufficient for expansion. The expanded service must also be consistent with the strategic plan for the health care system.
Plans for Modification of the Business-Practice Model
The initial model developed for the service should include a fair degree of flexibility to address change, whether anticipated or unexpected. Change can appear in a variety of ways, including, but not limited to, customer needs, the regulatory environment, budgetary issues, administrative changes, and leadership changes. To address the potential impact of any of these changes, outcome assessments should be used to measure the relative success of the service and to guide modifications. The possibility of redirection of the service should always remain an option if undesired outcomes or previously unanticipated outcomes occur. The service should solicit input from customers with a vested interest in the service. Efforts should be directed to determining whether or not they are satisfied with the outcomes.
Exit Plan
The successful business model for a new patient care service must always consider the possibility of the need to cease provision of the service at some point in time. This decision may come in the middle of glowing success, overt 24e AMBULATORY CARE BUSINESS-PRACTICE MODEL ACCP failure of the service, or a change in the overall direction of the organization where the service is being provided. The need to exit can be driven by a variety of factors, which are quite similar to those that drive modification of the service. Before an exit strategy is seriously considered, care must be taken to ensure that all initial processes related to the identified need for exit have been adequately tested. Exit strategies should be considered when recommended modifications do not address problems or deficiencies that have been identified or because of the potential effect of impending administrative changes. Although these problems may serve as initial indicators that the service may need to be discontinued, a separate set of clearly defined criteria must be developed as part of the self-assessment process to guide in the decision toward modification of the service or implementation of an exit strategy. Although it is difficult to entirely separate the financial aspects of the service from the personal investment of time and energy, financial viability is probably one of the most critical features of the evaluative process.
The professional staff of the service must also realize that the exit does not equate with failure of the service itself. Facility needs and priorities may simply change over time. In addition, administrative changes can alter priorities despite the apparent success of the service.
Communication is a key component of the exit strategy. Data justifying the proposed need to discontinue the service should be presented to the key administrative figures, key stakeholders, and all others with an implied or direct influence on the service. In addition, the exit plan must include a strategy for caring for the patients who receive their care through the service if the exit strategy ultimately becomes necessary. This strategy may include training for the providers within the facility who will assume the care of these displaced patients, as well as other resources made necessary by the shift in the delivery of patient care.
Section 9: Evaluation of Service Outcomes
The evaluation of service outcomes is an integral part of the overall business plan for clinical pharmacy services in the ambulatory care setting. In the current health care environment, clinical pharmacists need to continue to demonstrate the value of their services to ensure continued growth. In general, it is important to evaluate clinical outcomes, humanistic outcomes, and economic outcomes in an appropriate and organized manner. The timeline for outcomes assessment will depend on the service provided and the disease or problem addressed.
Clinical Outcomes
A number of clinical outcomes can be measured and assessed using generic and diseasespecific tools. Examples of such outcomes might include monitoring specific laboratory parameters related to disease or problem (e.g., glycosylated hemoglobin level reduction in patients with diabetes mellitus or low-density lipoprotein cholesterol level reduction in patients with dyslipidemia) or physical assessment parameters (e.g., blood pressure in patients with hypertension). These measures may be compared to baseline, a group not exposed to the service, internal standards (specific health care system standards), and/or external standards (guidelines or benchmarking data). Ideally, data should be compared at specified time points (quality improvement) as well as to both internal and external standards.
In addition, the Institute for Clinical Systems Improvement has developed and validated 51 outcome instruments that can be used to evaluate patient outcomes after interventions by health care providers, including pharmacists. 67 Examples of these patient outcome measurements have been published previously. 2 Other clinical performance measures for ambulatory care services are available from the AQA Alliance (formerly called the ambulatory care alliance). 68 The AQA Alliance is a joint effort between the American Academy of Family Physicians, the American College of Physicians, America's Health Insurance Plans, and the Agency for Healthcare Research and Quality. The mission of the AQA Alliance is to "improve health care quality and patient safety through a collaborative process in which key stakeholders agree on a strategy for measuring performance at the physician or group level..." Outcome measurements are valuable in assessing an ambulatory care clinical pharmacy service and include disease-related outcomes, as well as many drug-specific outcomes, such as the percentage of patients with persistent asthma who are prescribed inhaled corticosteroids and the percentage of patients with coronary artery disease who are prescribed a lipid-lowering agent. The AQA Alliance also provides 25e PHARMACOTHERAPY Volume 28, Number 2, 2008 information on how to develop additional outcome measures. These outcome measures may be used to assess a population with a specific disease or as a research method to examine how process changes affect outcomes. 69 For example, in the case of the patient with diabetes, an external standard would be the American Diabetes Association (ADA) standards of care and the ADA-National Committee for Quality Assurance benchmarking data. It is imperative that clinical pharmacists have a working knowledge of the health-related quality of life instruments that are relevant to their services and are able to determine the appropriate methods to assess their interventions.
The Pharmacy Quality Alliance, a new collaborative initiative, has also been established. 70 70 Additional methods to determine effectiveness of clinical pharmacy interventions include examining whether a particular service resulted in a reduction of clinic visits, emergency department visits, or overall hospitalizations. These patient-oriented outcomes would be preferable to disease-oriented outcomes such as blood pressure reduction in a patient with hypertension or peak flow meter readings in a patient with asthma. Although these outcomes are important, they can be time intensive and costly to measure in the most objective manner.
Humanistic Outcomes
Perhaps the best method of assessing the impact of a service on a specific disease state or problem is health-related quality of life outcome measures, 2 which actually measure the impact of therapy on the disease process. Payers are now using these data in reimbursement policies. The National Quality Measures Clearinghouse (NQMC), sponsored by the Agency for Healthcare Research and Quality and the United States Department of Health and Human Services, is a database and Web site for information on specific evidence-based health care quality measures and measure sets. 71 The mission of NQMC is to provide practitioners, health care providers, health plans, integrated delivery systems, purchasers, and others an accessible mechanism for obtaining detailed information on quality measures and to further their dissemination, implementation, and use in order to inform health care decision makers. Measures are submitted to the NQMC by a variety of national, state and local organizations, including health care systems, accreditation organizations, professional associations, research institutions and licensing boards.
Humanistic outcomes are as important as clinical outcomes and can add additional information to the decision process. It is helpful to determine whether patients are satisfied with their care and/or feel as though their quality of life has improved as a result of the service provided. Patient surveys and questionnaires, involving Likert scales and open-ended questions, can provide this information to the clinical pharmacist and may include both functioning and well-being surveys and satisfaction surveys. Satisfaction surveys, which tend to employ both ratings and objective information, are used primarily to inform or guide administrative decisions. Functioning and well-being surveys are more likely to be used at an individual patient level. More detailed information on measuring patient satisfaction and designing surveys can be found in the literature. 72 Patient surveys are often institution and/or situation specific but may include statements such as "The pharmacist increased my knowledge of my problem/disease state"; "I am satisfied with the care I received from my pharmacist." Patients are then asked to rate these statements (5 [strongly agree] to 1 [strongly disagree]). To evaluate more thoroughly, it may be helpful to add open-ended questions to the survey as well, such as "What are you most happy/frustrated with?"; "What changes would you like to see?" It is important to note that pharmacists should test any newly created questionnaires before use to determine flaws and make necessary adjustments. These pilot instruments can be completed internally and/or externally in order to validate them. Development and validation of an instrument to measure patient satisfaction with pharmacy 26e AMBULATORY CARE BUSINESS-PRACTICE MODEL ACCP services has been described in the literature. 73, 74 Clinical pharmacists involved in the Asheville Project used these surveys in their own humanistic assessments. 75 Primary care providers and other health care professionals can also be surveyed after implementation of the service. It can be useful for the clinical pharmacist to be aware of individual provider satisfaction with a particular service, including ease of referral. As a result, clinical pharmacists can better prioritize their involvement and make necessary adjustments to current services.
Economic Outcomes
It has become increasingly necessary to demonstrate economic benefit to the institution or overall health care system. Essentially, there are four types of economic evaluations: cost effectiveness, cost benefit, cost minimization, and cost utility. A detailed review of each of these evaluations is beyond the scope of this paper and has already been described in the literature. 76, 77 There have been reviews in the pharmacy literature of the economic benefit of clinical pharmacy services in the ambulatory care setting. 9, 78 In general, clinical pharmacists should be able to demonstrate that the overall cost savings to the health care system is greater than the initial and continued cost of the service. Examples of initial costs may include personnel, space, paperwork, laboratory costs, and devices purchased. These costs will obviously vary depending on the setting and individual situation and must be carefully evaluated before implementation. With regard to determining cost savings, it is necessary to look at both direct and indirect costs. Although emphasis is often placed on direct drug costs (e.g., switching from a more expensive to a less expensive drug; discontinuing unnecessary therapies), indirect costs may have long-term impact. For example, recommending a drug to prevent a future illness or health consequence may increase drug costs but may improve overall health outcomes (decreased clinic visits, emergency room visits, hospitalizations) and/or decrease adverse events, which will have economic benefits to the patient and health care system. Documentation of clinical pharmacy interventions and of the economic value of these services is absolutely vital. Assignment of a specific dollar value to interventions is often difficult but may be achieved by using information already documented in the literature (e.g., a 1% reduction in glycosylated hemoglobin level results in significant cost avoidance of $685-950/year of mean total health care costs for patients with diabetes). 79 Alternatively, this may be achieved through use of software available through a particular health care system. Rxpertise (www.rxpertise.com), Assurance (www.medsmanagement.com), and Outcomes (www.getoutcomes.com) are examples of systems that attempt to assign cost savings for each individual intervention and that are used by various institutions around the country. Other documentation systems are available for community pharmacy, which may have some components of outcome documentation. 81 This service should be discrete, measurable, and "deliverable," so as to ensure that it can be billed or at least counted in some fashion.
Essentially two cost estimates are to be considered: direct and indirect costs. An explanation of these costs is summarized in Table 5 .
Revenue Generation
Generation of revenue is a cornerstone of any viable service and the establishment of a revenue estimate is critical to business model development. 9, 82 Several factors should be evaluated continually to ensure a revenue stream that allows the business to remain fiscally sound and solvent. The payer mix should be known in order to analyze the source of the revenue. Different reimbursement structures include feefor-service billing to private insurance, incidentto-billing under Medicare, payment for MTM services under Medicare part D, and (in some states) payment from state Medicaid programs. 38, 39 Other potential reimbursement may come directly from employers or self-paying patients. In some instances, the clinical pharmacist's salary may come from the managed care organization or health care system where the primary financial incentive is to increase cost-effective prescribing and improve health outcomes, rather than generate revenue. Revenue is sometimes also 27e PHARMACOTHERAPY Volume 28, Number 2, 2008 generated from honoraria payments from a college of pharmacy for precepting students during advanced practice experiences. It is important to keep track of payments received for services because billed charges may be substantially more than the amount paid.
One specific situation for special consideration is the case where a pharmacist in an ambulatory clinical practice is funded by a college of pharmacy. If the clinic or organization is not contributing to the pharmacist's salary, revenue generated may be routed back to the college of pharmacy, after administrative fees have been removed. If the college of pharmacy contributes half of the pharmacist' s salary, a portion may still be sent back to the college of pharmacy. What happens to this money will be up to the discretion of the college of pharmacy and the clinical faculty member. It is important that a detailed practice plan be written that outlines the procedure.
Some other considerations include the prediction of patient volume or service volume to be delivered, establishment of a price per unit of service delivered, and an estimate of total revenue. 83 The computation of net revenue is also important. Net revenue is calculated by subtracting the total cost of the operation (direct and indirect) from total revenue. When considering net revenue, it should be pointed out that both fixed costs (e.g., personnel salary, utilities) and variable costs (e.g., professional service fees, certain utilities) have a significant impact on net revenue. Fixed costs cannot be controlled per se, but financial restraint and discount purchasing can minimize variable costs.
Pro Forma Evaluation
Another significant measure in maintaining the viability of a service includes a pro forma evaluation. 84, 85 This evaluation should include a timetable for analysis and how far into the future the service will be considered. Evaluative criteria should include return on investment, the "breakeven point," and the time to "break even." In other words, it should be determined whether the service is generating revenue or losing money, and how long it would take to not lose money.
Some other considerations include the potential for volume changes (increases and decreases) and their impact on costs. Fixed expenses should not change with small-tomoderate increases in volume. Variable expenses, however, will potentially change as volume changes. Certain expenses, termed "hybrid expenses," may change in the event of a sudden or dramatic change in volume (e.g., need to hire additional personnel).
Salary, fringe benefits, technology charges, and legal charges are other specific costs of concern. 9 Employees will expect periodic increases in wages, usually annually. Fringe benefits may be offered depending on the success of the services. For example, if net revenue exceeds expectations, all employees could be paid a "dividend" to boost morale and provide incentive for increased productivity. Technology, such as wireless Internet, may increase or decrease costs depending on its impact on productivity.
Cost Avoidance
Cost avoidance is an alternate financial model. This is especially true for a clinical pharmacist employed by a managed care organization or health care system. For example, it may be difficult to determine who financially benefits from decreasing unnecessary drug use as 28e 81, 86 Health plans may not save money by a decrease in utilization. However, decreases in emergency visits, clinic visits (to physicians), and hospitalizations should decrease overall costs to the health plan. However, few services will actually reduce costs in today's health care environment. Rather, services generally decrease the rate of increase. In other words, costs may go up, but increased utilization of the services may blunt the rate of rise. Clearly, slowing the increase in costs has value, but it requires an estimate of expected inflation, not just "what if this intervention hadn't been made by this service" model to provide credibility.
Vigilance must be maintained by reviewing the operating statements (balances), the general ledger (what is coming in vs going out), and financial performance analysis. This analysis should be done at least quarterly with a semiannual and annual review. Because many pharmacists are not familiar with the financial aspect of service management, a consultant or accountant be necessary.
Conclusion
This document provides the framework necessary for pharmacy practitioners and administrators to develop a business-practice model for clinical pharmacy service development in the ambulatory setting. As ambulatory care practices continue to evolve, there will be increased knowledge of how to initiate and expand the services. This document is intended to serve as a basis to assist in the growth and development of clinical pharmacy services in the ambulatory environment.
